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DECLARATION UNDER 37 CFR 1.132 

I, David P. Beachj PkD.j rfie undersigned, am a dtizen and re^dent of the United 
States, and her^y submit the fijllovwi^ as, to the best of my knoAidedge and understanding, 
being a true and aa;iirate statement: 

WHEREAS, I received a B.S degree in Pharmacy from Union University - ASbmy 
College of Pharmacy, in 1973; and a Ph.D. d^ee in indostoal Pharmacy from the 
University of Maryland at Baltimore (1982); and 

WHEREAS, I have authored three (3) journal publications and one (1) chaptca- in a 
reference text; and 

WHEREAS, I was a phaiinacist in private practice and for private ho^itals from 
1973-1982; 
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WHEREAS, following my privMe p-actice as a pharmacist, I entered the 
commercial phannacaiticai indu^ and fedld the positions of: 

• Solids Devdopment Senior Seientist/Groijp Leader at DuPont Pharmaceuticals in 
Wilmington, DE &om 1982-19S7; 

• Director, FormuJatioJS Eeseardi and Development at Soperpharm Corporation in 
Central Ishp, NY from 1987-1988; 

• Manager, Animal Health Formulations Research; Manager, Process Improv^ent 
Group; and Associate Director, Pharmaceutical Process Imjoovement at Scheing- 
Plough Corporation, Keniiworth, NJ &om 198S-i992; 

• Director, Research and Deveiopm^t at Oenpharm Inc., EtdMcdcei, Ontario, Canada 
from 1992-1993; 

• Vice-President Technical Op(^Mions and President and Board MemW at 
ToiPhann, a Division of Apotesiiic., T<M-6ato, CMtario, C;^da from 1993-2004; 

• Senior Conswlt^ at VCG&A, Toronto C^ttario Canada from 2005-2007; and 

• President and COO at Sjmovics Pharmacewtic^ Inc. in 2007; Mid 

WHEREAS, from 20G7 to the piiesofl, I have served as a private consultant to the 
pharmaceutical industry, including ^ecializatioti in manufedasring and process 
development for solid pharmaceutical dosage forms, and currently serve in that capacity to 
ACCU-BREAK Pharmaceuticals, Inc., and its subsidiary, ACCU-BREAK Technologies, 
Inc., which is the as^gnee in the :^ject application; am! 

WHEREAS, I have rcad and reviewed the subject patent appUcation, as filed and 
amended, as well as the instant Office Action and the reference(s) cited therein. 

NOW THEREFORE. BEING e^lished as an expat in Ae field of pharmacoitical 
manufecturei. and an expert cm the subject m^ter of the daimed invention and the subject 
matter described and claimed in the reference GH 648754 to Hess (hereajfter, Hess) cited 
against the claims of the instant application, I make the following statements and render my 
opinion based on my knowledge of the invaitions and in view of my experience and 
expatise: 
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THAT, the Hess reference describes tablets that are distinguishable from the tablets ckim^ 
in the subject applicatioa These distinctions iachide: 

L The tablets of the kivaitioa are expressly claimed as haviag a score on the 
bottom (active) segment or layer only, and hav in g the inactive layer as the top 
layer. By contrast Hess does not describe a tablet without a score on the top 
layer and provides oidy tJto flie bottom lay^ is m inactive composition . 

Fi^es 1-3, and the accompanying descriptions in Hes&, as well as the specification and 
Examples, describe tables having a score on tiieir top surface. However, providing a score 
on the top airface requires the top punch of the tableting device to be emboi^ed Ail 
enrf)c»sed top prnch means tfe^ a tamping i^ep c^uiot be peslfonned on the first layer 
without formijig an imdestb-ed indentatioii or trou^ in that first layer. A scored top layer, as 
described by Hess, also results in incomplete separation of the active layer into unitary 
segmejits. Hess does not describe tablets having the top layer as inactive, and only describes 
a tablet wha-dn the bottom layer is inactive ("S2, also as plac^o layer p-esent"). 

The tablets of the invention are scored on the bottom surface only, and scored in the bottom 
active segment, using an embossed bottom punch. The unscored inactive layer in tablets of 
the invention is specified as the top layer. Scoring of the bottom active layer using an 
embossed bottom punch allov^^s for a) tamping of the first layer, and b) more complete 
separation of the active layer into unitary s^ments (see App^dix, described in more d^il 
below). 

2. The tablets of the invention require a uniform or level surface for each layer 
which is achieved by tamping the first layer - a score on the top surface of the 
tablet as described by Hess, pre cludes tampin g of the first layer . 

The mamrfacture of the tablets of the invention includes scoring of the bottom active layer. 

No scoring of the top, msc^ve layer is provided in the tablets of the subj ect invention. This 

process allows an un-embosi^ top punch to be used as a "tamp" prior to disposition of the 

second, inactive composition forming the top layer. 
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The process of manufacturing the tablets according to Hess is carried out without a taraping 
step applied to the &st layer. This amission of a tamping sttep is necessitated by the fact that 
Hess describes tablets which are scored on the top surfece requiring the top punch to be 
embossed to fonn the score, Tho'efore, a tamping stq) mas* be omitted because tamping of 
the first layer or s^neiit prior to dis^wskion of the second laya* using an embossed top 
punch disadvajitag«Mi# fenns an undeared indentation or trou^ in the top surface of the 
first layer. 

The resulting indentation or trough is filled in by the second layer, foraiing a "bulged" 
iiSo-fece which causes the soosed area to have a ^^bicfcress" ^«ater thm if the emtossing 
were on the bottom die or punch. The thickness of the score area allows a greater surfece 
area of the active composition to be exposed when l»oken through, which can alto" the 
release profile oithe active from that composition. 

hi addition, without tamping of l3ie firs* layer pnbr to di^pcwation of the isecond composition, 
the first layer does not form a uniform surface to inte-face with the second composition. 
More specifically, Hess describes a process of forming a bi-layer tablet wherein the 
granulation having a particle diameter of up to 1 mm is added through a first hopper. 
Thei^fore, the ^anidation which was entered does not form a defined layer in the tablet die 
of the tableting machine. Rather the granulation forms a fill having a shape which is 
detennined by the flow properties of the granulation. Assuming that the granulation is 
entered into tiie td^eting in tlie <c»Q^ porijon of the icUe, the ]^iaflulation vvill flow fiom 
tiie central portion of the die to the peripfaerai portions of the die. However, the granulation 
will accumulate in the c^itral portion so that a frfanar surface of the layer cannot be formed. 
In case an embossing is present that rises from the lower punch in the central portion of the 
tablet die, and in case a layer is formed above the highest point of said embossing, the first 
granulation will accumulate above the embossing. 

Accordingly, the second granulation entering the die, on top of said first granulation, will be 
distributed according to the flow properties of the second granulation. Given that the first 
granulation has accumulated in the central portion of the tableting die, the second 
granulation will preferemially flow toward the peripheral portion of the die 
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The differences in the resulting tablets using an upper punch to produce a score, versus 
using an embossed Iowa- punch and enabling the upper punch to be used for tamping, is 
shown in the attached Appendix. The Appendix includes photographs of tablets produced 
by the different proc^ses as a result of experimertts carried out previously under my 
supervision. As shown, when the score formed by the uppa: punch there is an extrusion or 
"bulging" of the upper layer into the first layer of the bilayer tabl^. The photogr^hs 
prowded in the Appendix fijrther illustrate that s«Hing of the tablet using an embossed top 
punch precludes tamping because tamping with ao embossed top punch forms inadequate 
sepai'ation of unitary segments. Hess fails to describe or recognize the need for tamping of 
the initial (bottom) layer. 

The configuration of the tooling to produce the tablets as described in Hess, WOULD NOT 
result in a uniform tamped layer, as there is score debossing on BOTH faces of the tablet. 
Therefore, a uniform interface between the layers of the tablet CANNOT resuh, and the 
dose uniformity then cMmed for the segm^s would be lost. The same issue results from 
the tablet described in Fipire 3 A "witli scoring on BOTH feces of the t^Iet. 

The score must ONLY be placed on one side of the tablet, not both, as compression of the 
active layer to a placebo or another active layer results in extrusion of the first active layer 
INTO the placebo <»- second active lay w if tiie first active layer is not '^tamped" to a umfi>rm 
surface with a non-scored upper punch. 

3. A tablet as described in the H^s reference is inoperable and can not provide the 
features or ad vantages provided by the tablets of the invention . 

Hess clearly describes processes and features that produce or result in tablets that are 
inoperable. Specifically, Hess fails to provide a process or tablet that employs tamping of 
the first layer. Without tarrying of iie first granulate with the upper punch to provide a 
uniform atid level sarface, it is impossibie ito pro\dde a fiinctional tablet because 
compression of the artive layer to a placefco or another active layer results in ejdrusion of 
the first active INTO the placebo or ^cond active layer. In addition, the weight of the 
second layer will not be uniform as the volume into which it is filled will vary depending on 
the filling of the die by the first iay^, thus produdng erratic dosing of at least the second 
layer if not BOTH layers. 
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Moreover, the maintenance of release rate frora the tablets claimed by HESS would also be 
detrimentally affected by the scoring patterns depicted in the figures of HESS. The 
extended release from the desmbed tablet results from the SLOW difiRjsion of the active 
drug from the compressed matrix, and is math^^cally nusdeled using Pick's Law of 
Diffiision. This model, for a given matrix, demonstrates tiie DIRECT proportion between 
diffijsion surface area and release rate, e.g. the larger the surface area for diffusion, the 
FASTER the release rate. Given that only a fflajdmum of 40-50% of the tablet contains the 
described score, breakage of the tablet along the score would result in the production of a 
NEW surface for diffusion from the matrix, and therefore an INCREASE in the rate of 
release from the broken tablet segments. When coi^ied with the already described dosing 
issues (see above) based on ti© ^sclosed tooling design, tliese two &ctors would combine 
to produce a unacceptable final jpoodut^ &cm both a dosing and release rate pescspective. 

The dissolution claimed in the patent description of Hess CLEARLY indicates that the tablet 
segments were FASTER at all time points. Both of the actives used in the Hess tablets have 
"marginal" sohjbility aad tJi«-efi>re, whether the invention «r simply the physical cheanical 
properties of the active pharmaeeuticals used as examples contributed to the dissolution 
performance cited, is a matter of canjecture. Lj addition, since NO ccoitent uniformity data 
is presented, an assessment conc^sning the adequacy of dosing of the two examples 
presented cannot be made. 

Hess ftirther describes and depicts a tablet that includes a "band" ffi-ound its p^imeSer 
wherein the fece of the band is flat. Therefore any type of tablet coatmg operation (as 
described in the patent for fljes« tsfelets) foilovwng compression will rmilt in these flat 
surfaces adhering to one another resaihing in '%wins" which would produce an imacceptable 

final product. 

THERFORE, the Hess r^«renee clearly does not describe tabte tijat are tiie same, and does 
not provide adequate description that would lead a person to arrive at, a tablet having the 
features or advantages of the subject tablets. 
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ALL s ^A^TiME^^^s made wmm of T:m party's own knowledge are 

TRUE, all statements MADE HEREIN ON INFORMATION AND BELIEF ARE 
BELIEVED TO BE TRUE, AND ALL STATEMENTS MADE HSIEIN ARE MADE 
WITH THE KNOWLEDCaS THAT WHOEVER, IN ANY MATER WTTHiN THE 
JURISDICTION OF THE PATENT AND IKADEMAiOC OFHOE, KNOWINGLY AND 
WILLFULLY FALSIFIES, CONCEALS, OR COVERS UP BY ANY TRICK, SCHEME, 
OR DEVICE, A MATERIAL FACT, OR MAKES ANY FALSE, HCTiriOUS, OR 
FRAUDULENT STATEMO^TS OR REPRESENTATIONS, OR MAKES OR USES 
ANY FALSE WRITING CSR DOCUMENT KNOWING THE SAME TO CONTAIN ANY 
FALSE, PlCrmOUS, OR FRAUDUUENT STAT0i4ENT CSl ENTRY, SHALL BE 

subject to the penalties set forth under 18 usc 1001, and that 
violations of this paragraph may jeopardize the validity of the 
application or document, or the vaudity cm enforceability of 
any patent, trademark registration, or certificate resulting 
therefrom: 




David P. Beach, Ph.Q. 
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APPENDIX 

UPPER PUNCH SCORE VS. LOWER PUNCH SCORE 
Prototype expoitnents ~ Accu-Break bi-fayer tablet technology 
FIG. 1: M-Iayer iseored wiih embossed a]^er (top) punch 



Kue layCT iqireseiits "active" 
composition forming the top layer 




Wlien score is formed by the 
upper punch, a depression in 
the first layer is formed when 
tamped by the embossed 
upper punch and a "push " 
efTcci forces the active 
granuiation layer into the 
placebo layer. 



White layer rqaesents "inactrve" 
composition fanning the bottom 
laj'er 



FIG. 2: Bi-l^er tablet scored with embossed lower (bottom) punch 

Blue layer lepresaxts "iimcti\r'e'' ccKtpjsilioB 
fonning the top layer 



Wlien score is formed by the 
lower puncli. a straight-line, 
planar interface of the layers 
results, and there is no ' push 
effea'' of tlie active layer mlo the 
inactive layer, at vice versa. 



White layer r^iesente "active" 
cmpKatioa foraiing tite bcfloBi 
layer. 
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